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8 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
% & WASHINGTON, D.C. 20460
L pot®®
APR | 6 1987 \
OFFICE OF
PESTICIDES AND TOXIC SUBSTANCES
MEMORANDUM \

Subject: Tolerance Assessment Analysis on the Chemical
. Bifenthrin. (New Chemical).

To: George LaRocca PM# 15
Registration Division .

- From: Charles Frick €. ?““.“k' -”lflﬂ"] D% 9/[ 5/3 +

Tolerance Assessment Program
Hazard Evaluation Division

Thru: Charles L. Trichilo, Ph.D.
Chief, Residue Chemistry Branch
Hazard Evaluation Division

Please find attached the Tolerance Assessment System (TAS)
tolerance assessment for Bifenthrin, which was conducted

on request from Dr. Reto Engler, Toxicology Branch, HED.
This is in compliance with the recent policy established

in HED that TAS will be used for all Registration Standards,
Special Reviews, and tolerances on new chemicals.
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TOLERANCE ASSESSMENT

CHEMICAL: BIFENTHRIN

1. The reference dose for this chemical is 0.0075
mg/kg/day (PADI). This value has not been approved by
the Toxicology Branch or Agency Reference Dose Committees.

2. The food uses evaluated by the Tolerance Assessment
System (TAS) are proposed tolerances; no tolerances have been
established for this chemical ( A list of these proposed
tolerances is appended). The TAS program notes that RCB
has not completed its review of these tolerances, therefore,
the acceptability of the proposed tolerance values has not
been established.

3. A comparison of these proposed tolerances to the
PADI was conducted using the TAS Routine Chronic Analysis.
The TAS analysis estimated the potential dietary exposures
for the U.S. population average and for 22 subgroups
(A summary table is appended). The Theoretical Maximum
Residue Contribution (TMRC) for the U.S. population is
0.003 mg/kg/day, which occupies 40% of the PADI.

The three highest calculated exposures were for non-nursing

infants (0.0274 mg/kg/day, 366% of the PADI),nursing infants
(0.0193 mg/kg/day, 258% of the PADI) and children 1-6 years

of age (0.0091 mg/kg/day,122% of the PADI).

4. The majority of the TMRC was contributed by fresh
apples and juice. :

5. An assessment of the oncogenic risk follows on the
next page:
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QUANTITATIVE RISK ASSESSMENT (ONCOGENICITY)

1. The chemical Bifenthrin has been classified as a
C (q) oncogen by a peer review committee. A potency estimate
Q* of Bifenthrin has been calculated as 5.4x10-2 (mg/kg/day)~1
This calculation is based on male mouse urinary bladder tumors
(Leiomyosarcomas).

2. The following risk assessment is based on the above
Q* value and the TMRCs generated by the TAS analysis of the
proposed tolerances for Bifenthrin.

EXPOSURE x Q*

RISK =
RISK = TMRC x 5.4x10-2
Population Group: U.S. POPULATION AVERAGE
RISK = 0.0030 x 5.4x10~2 |
= 0.00016
= 1.6x10"4
Population Group: NON-NURSING INFANTS
RISK = 0.0274 x 5.4x10-2
= 0.00148
= 1.5x10"3
Populaticn Group: NURSING INFANTS
RISK = 0.0193 x 5.4x10-2
= 0.00104
= 1.0x10~3
Population Group CHILDREN 1-6 YEARS
RISK = 0.0091 x 5.4x10-2
= 0.00049
= 4.9x10~4
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Cc.

TAS File

Reading File

C. Frick (RCB)
R. Engler (TOX)
S. Rathman (TOX)
B. Backus (TOX)
Cirec.

PMSD

Bi fenthrin SF
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